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MEMORANDUM

SUBJECT: PP#0F2389. Tolerance Request For Residues of
Permethrin in or on Alfalfa: Revised TAS Dietary
Exposure Analysis.

FROM: Susan L. Stanton S s
Tolerance Assessment Program fanoon— F>kﬁksz§*’ &§7éf/%’
HED/RCB (TS-769C)

THRU: Karl Arne, Ph.D.
Branch Senior Scientist
HED/RCB (TS-769C)

TO: . George LaRocca/Adam Heyward, PM #15
Insecticide - Rodenticide Branch
Registration Division (TS-767C)

Action Requested

Provide a revised TAS dietary exposure analysis of the
proposed use of the insecticide permethrin in or on alfalfa.

A previous analysis was conducted using proposed tolerances
from the RCB review of 03/04/88 (memo Dodd to LaRocca). The
petitioner has since been asked to submit a revised Section F
which includes proposed tolerances for hogs, poultry, and eggs as
well as the previously proposed tolerances for alfalfa; meat,
fat, and meat byproducts of cattle, goats, horses, and sheep; and
milk fat (personal communication, Nancy Dodd, 05/20/88). The
present analysis incorporates these changes.

Discussion

1. A routine chronic analysis was conducted using a
Reference Dose (ADI) of 0.05 mg/kg body weight/day based on a
NOEL of 5 mg/kg/day from a 2-year rat feeding study with a
safety factor of 100. This value has been approved by the Tox
Branch ADI Committee (09/12/86) and verified by the Agency
reference dose committee (10/28/86).
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2. The food uses evaluated were those for which tolerances
are established under 40 CFR 180.378, the proposed use on
alfalfa, and other pending tolerances (including proposed
tolerances on avocados, papayas, dry bulb onions, and sunflower
seeds and a proposed increase in the tolerance for asparagus from

1 to 2 ppm). Table 1 provides a complete listing of residue
information.

3. The TAS routine chronic analysis calculates the
Theoretical Maximum Residue Contribution (TMRC) for the U.S.
population and each of 22 population subgroups (see Table 2) and
compares this exposure estimate to the reference dose (ADI in
this case).

The TMRC from all food uses (including the new use on
alfalfa and other pending tolerances) for the U.S. Population is
calculated to be 0.017974 mg/kg body weight/day, which occupies
approximately 36% of the ADI. The two most highly exposed
population subgroups are infants (TMRC = 0.033779 mg/kg/day or
68% of the ADI) and children, ages 1 to 6 (TMRC = 0.030448
mg/kg/day or 61% of the ADI). Table 3 provides a more detailed
summary of the analysis for these 3 populations and includes
estimates of exposure by tolerance type (published, new actlon,
and other pending).

4. This analysis uses tolerance level residues with an
assumption of 100% crop treated, a conservative approach that
likely overestimates exposure significantly. However, since
estimated exposure and risk using this approach are acceptable,
no further data are required at this time.

cc: TAS File TOX (Rathman)

Reading File Permethrin SF
circ. PMSD
R
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Table 3

TOLERANCE ASSESSMENT SUMMARY FOR Permethrin DATE: 05/20/88
CASWELL #652BB

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES -

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: ~ 0.01546]1  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 30.921034 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.002456  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 4.912926 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.017917 MG/KG/DAY

THE NEW TMRC WILL OCCUPY 35.833960 § OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000057  MG/KG/DAY
THIS TMRC WILL OCCUPY 0.114872 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: : 0.017974  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 35.948832 § OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: NON-NURSING INFANTS (< 1 YEAR OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.029004 MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 58.007220 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.004762  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 9.523884 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.033766  MG/KG/DAY

THE NEW TMRC WILL OCCUPY 67.531104 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000013  MG/KG/DAY
THIS TMRC WILL OCCUPY 0.025996 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.033779  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 67.557100 % OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: CHILDREN (1-6 YEARS OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.024570  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 49.140124 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.005814 MG/KG/DRY
THESE NEW TOLERANCES WILL OCCUPY: 11.627006 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.030384 MG/KG/DAY

THE NEW TMRC WILL OCCUPY 60.767130 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000065 MG/KG/DAY
THIS TMRC WILL OCCUPY 0.129670 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.030448  MG/KG/DAY
THE TOTAL TMRC WILIL OCCUPY 60.896800 % OF THE ADI.



